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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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5) D Claim(s) is/are allowed. 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 4/18/06 
has been entered. 



Claim Rejections - 35 USC §112 

Claims 14-25 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

Applicant's recitation of reducing pain-producing deflection is not enabled 
because applicant has not provided a disclosure to enable one skilled in the art to use 
the method to provide reduced pain needle deflection without undue experimentation. 
The claims are broadly recited with limitations to advancing a needle with simultaneous 
rotation to prevent pain from needle deflection. There is no description of the amount of 
deflection to avoid in order to reduce pain from any remaining deflection or the amount 
of deflection that can occur without a perception of pain. The level of predictability in the 
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art is very low because the subject matter is subjective pain in biological systems. 
Applicant has not provided any direction or working examples concerning the reduction 
of pain in advancing needles with reduced deflection. The quantity of experimentation 
would be large because of the biological variability and subjective nature of pain 
measurements. Because of these factors, the examiner concludes that the method of 
reducing pain producing deflections as recited in the claims is not enabled. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



Claims 14, 15, 17, and 19, 22 are rejected under 35 U.S.C. 102(e) as being 
anticipated by BROWN (U.S. Patent No. 3,244,172). Brown discloses that it is well 
known in the art to turn or twist a beveled needle of a syringe while inserting it through 
tissue in methods of injecting (1:15-23). This method will inherently eliminate pain 
during the syringe insertion because it makes the insertion easier with less tissue 
affected by the insertion. 
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Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 14, I 5, 17, 19, 22, and 23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over BROWN (U.S. Patent No. 3,244,172) in view of SPWELLO (US 
Patent No. 5,180,371). Brown discloses that it is well known in the art to turn or twist a 
beveled needle of a syringe while inserting it through tissue in methods of injecting 
(1:15-23). Brown shows a beveled needle in fig. 1. This method will inherently reduce or 
eliminate needle deflection and eliminate pain during the syringe insertion because it 
makes the insertion easier with less tissue affected by the insertion. Brown does not 
disclose injecting drugs while the needle is advanced and rotated or using an advancing 
rate of 2-4 mm/sec. Spinello teaches advancing a needle through tissue, including an 
advancing rate of 2-4 mm/sec (Spinello's disclosure of a rate less than 6 mm/sec 
includes the claimed range), and delivering drug while advancing the needle. It would 
have been obvious to one of ordinary skill in the art at the time of the invention to use 
the teachings of Spinello in the method disclosed as prior art in Brown in order to 
establish a range of volume over which the drug is administered and to reduce or 
eliminate pain as the needle is advanced (see col. 2, 1 1. 47-56). 

Claims 18 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over BROWN and SPINELLO as applied to claims 14 and I 9 above, and further in view 
of KUHLE (US Patent No. 5,938,635). Brown and Spinello disclose that the insertion of 
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a needle while rotating and delivering drug while advancing is known in the art. Brown 
and Spinello do not disclose rotating a needle up to 180 degrees in one direction during 
insertion to reduce deflection. Kuhle discloses a method of advancing a needle while 
rotating to reduce deflection of the needle. Kuhle teaches a rotation of 360 degrees to 
balance forces, or alternatively several rotations of 1 80 degrees while advancing the 
needle. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use the teachings of Kuhle in the method of Brown and Spinello to 
recognize the desirability for accurately placing drug delivery needles and the 
established practice of rotating a needle during insertion. 

Claims 16 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over BROWN and SPINELLO and further in view of Gamier (US Patent No. 4381777). 
Brown and Spinello disclose the claimed invention except for rotating the needle in one 
direction, then the opposite direction as it is being advanced. Gamier teaches one 
directional and also bi-directional rotation (1:22-34). It would have been obvious to one 
of ordinary skill in the art at the time of the invention to use the teachings of Gamier in 
the method of Brown and Spinello in order to avoid injury or breakage. One of ordinary 
skill in the art would recognize the advantages of Garnier's rotation in soft tissue 
because Gamier discloses rotation through the injection process which includes both 
soft tissue (i.e., porous bone) as well as harder bone. 
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Claims 14, 15, 17, 19, 22, & 23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Maroth (US Patent No. 381 1442) in view of Spinello (US Patent No. 
5180371). The Maroth reference discloses in figures 1-6 a hypodermic syringe with a 
beveled tip that is rotated and projected simultaneously in order to penetrate more 
effectively while reducing discomfort or pain to the subject, see col. 1 line 53 - col. 2 line 
24, col. 3 line 35 - col. 4 line 27, and abstract. Therefore, this method would inherently 
reduce needle deflection and reduce pain during the syringe insertion because it makes 
the insertion easier with less tissue affected by the insertion. Now, even though Maroth 
does not explicitly disclose injecting drugs while the needle is advanced and rotated or 
using an advancing rate of 2-4 mm/sec attention is directed to Spinello. The Spinello 
reference teaches advancing a needle through tissue including a rate of 2-4 mm/sec 
and delivering a drug while advancing the needle, see col. 2 lines 47-56 & col. 5 lines 
39 - col. 6 line 50. Therefore, it would be obvious to one of ordinary skill in the art at the 
time of the invention to utilize the teachings of Spinello in the method disclosed in 
Maroth in order to establish a range of volume over which the drug is administered and 
to reduce the pain as the needle is advanced. 

Claims 18 & 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Maroth (US Patent No. 381 1442) in view of Spinello (US Patent No. 5180371) as 
applied in claims 14 & 19, and further in view of Kuhle (US Patent No. 5938635). While 
Maroth and Spinello disclose that the insertion of a needle while rotating and delivering 
drug while advancing is known in the art, the references do not explicitly disclose 
rotating a needle up to 180 degrees in one direction during insertion to reduce 



Application/Control Number: 09/745,751 Page 7 

Art Unit: 3767 

deflection. The Kuhle reference teaches a method of advancing a needle while rotating 
to reduce deflection of the needle and a rotation of 360 degrees to balance forces, or 
alternatively several rotations of 180 degrees while advancing the needle, see col. 2 
lines 28-64 and abstract. Therefore, it would have been obvious to one of ordinary skill 
in the art at the time of the invention to utilize the teachings of Kuhle in the method of 
Maroth in view of Spinello to recognize the desirability for accurately placing drug 
delivery needles and the established practice of rotating a needle during insertion. 

Claims 16, 20, & 24-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Maroth (US Patent No. 381 1442) in view of Spinello (US Patent No. 
5180371) and further in view of Gamier (US Patent No. 4381777). Even though Maroth 
in view of Spinello does not explicitly disclose the rotating the needle in a first direction 
and then a second direction attention is directed to Gamier. The Gamier reference 
teaches one directional and bi-directional rotation of a needle, see col. 1 lines 22-34. 
Therefore, it would be obvious to one of ordinary skill in the art at the time of the 
invention to utilize the teachings of Gamier in the method of Maroth in view of Spinello 
in order to avoid injury or breakage of the needle. One of ordinary skill in the art would 
recognize the advantages of Garnier's rotation in soft tissue because Gamier discloses 
rotation through the injection process which includes both soft tissue as well as harder 
bone. 
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Response to Arguments 

Applicant's arguments filed 4/18/06 have been fully considered but they are not 
persuasive. 

Applicant's arguments with respect to the rejections under 35 USC 112 with 
respect to reducing pain producing deflection is not convincing and the rejection is 
maintained above. 

Applicant has not provided any data to show that pain is reduced when a needle 
is advanced with rotation. Applicant's parameters mentioned on page 7 of remarks 
received 9/29/05 concern the reduction of needle bending. There is no data given that 
correlates needle bending to quantitative amounts of pain. Without this correlation, one 
of ordinary skill in the art would not know how much bending is permitted to achieve the 
claimed method of reducing pain. Additionally, since patients show different responses 
and tolerances to pain, lack of outward showing of pain does not mean the patient 
experienced a painless procedure, merely that the patient was able to tolerate the pain 
to a level below outward expression. 

Applicant argues that the prior art does not disclose the needle to be advancing 
and rotating simultaneously, the examiner respectfully disagrees. The Brown reference 
discloses in col. 1 lines 20-22, that ".. At times, a turning or twisting action may be 
employed to cause a needle to enter the tissues more easily Wherein, the examiner 
interprets "enter" to mean advance in (i.e., move through) tissue, which means that the 
needle must be rotating and advancing simultaneously. 
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Applicant argues that the prior art does not disclose a method for reducing pain. 
Examiner respectfully disagrees wherein the Brown reference does disclose a method 
of reducing pain as it discloses a turning or twisting action that is employed while 
entering (seen as advancing into) a tissue "more easily" which is seen to reduce pain 
due to the ease of entrance of the needle. 

Applicant's arguments with respect to the references Spinello, Kuhle, & Gamier 
concerning the simultaneous advancing and rotating of the needle as well as the 
method for reducing pain are addressed above in the response to arguments with 
respect to Brown. 

Examiner suggests that the applicant disclose the location of usage for the 
needle and a specific diameter and length of the needle into the claims in order to 
possibly improve the status of the application. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin Huh whose telephone number is 571-272- 
8208. The examiner can normally be reached on M-F: 9:00 AM - 4:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on 571-272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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PRIMARY EXAMINER 




